
HOGAN &H[AR~ISON 
L.L.E 

April 28,2004 

555 THIRTEJ3NTH STREET, NW 

WASHINGTON, DC 200044109 

TEL (202) 637-5600 

FAX (202) 637-5910 

WWW.HHIAW.COM 

BY HAND DELNERY 

Division of Dockets Management, HFA-305 
Food and Drug Administration 
5630 Fishers Lane, Room 1061 
Rockville, Maryland 20852 

Re: Submission to Docket No. 03P-0126 

Dear Sir or Madam: 

Please include the following letter in Docket No. 03P-0126. 

Sincerely, 

Brian R. McCormick 
Hogan & Hartson L.L.P. 

Enclosure 
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DAVID M . FOX 
PARTNER 

(202) 637-5878 
DMFOX@HliLAW. COM 

April Z&ZOO4 

COLUMBIh SQUARE 

555 THIRTEENTH STREET, N W  

WASHINGTON, DC 20004-l 109 

TEL (202) 63’7-5600 

FAX (202) 697-5910 

WWW.HHLAW.COM 

BY HAND DELIVERY 

Division of Dockets Management, HFA-305 
Food and Drug Administration 
5630 Fishers Lane, Room 1061 
Rockville, Maryland 20852 

Re: Docket No. 03P-0387 
Notice of Intent to Respond to Comments 

Dear Sir or Madam: 

We are writing on behalf of Abbott Laboratories (“Abbott”) regarding 
several recent developments related to the above-referenced Citizen Petition (the 
“Petition”). These developments, described below, raise substantive and tech&al 
issues that bear directly on the Petition. By this letter, we are providing notice of 
Abbott’s intent to respond on or before June 4, 2004. 

First, on April 14,2004, Frederic J. Cohen, M .D., submitted comments 
on each of l;he major clinical and pharmacokinetic issues raised by Abbott. Dr. 
Cohen submitted his comments to the Petition on behalf of an unnamed 
pharmaceutical company with an apparent and direct interest in this matter. The 
Food and Drug Administration (“FDA”) was unable to provide us with a copy of the 
comments until April 27, 2004. After reviewing the comments, we believe they bear 
directly on the arguments raised in the Petition and that Abbott should be provided 
a reasonable opportunity to respond. 

Second, we recently obtained an expedited transcript of the April 14, 
2004, meeting of the Advisory Committee for Pharmaceutical Science (“ACPS”) on 
the bioequivalence of highly variable drugs. The scheduling of this meeting and the 
scientific and clinical issues raised there strongly support the arguments in the 
Petition. We intend to supplement the record in support of the Petition with 
excerpts from , and analysis of, this ACPS meeting. 

\ \ \DC .83010/0995.1922092 vk BR- LONDON PABUS BuDApeQT PILAGUE WARS&W MOtXCOW TOHYO 

NEWYORK n.4lmMonE MCLEAN BfLum lIENvat BOULDER coL4xADosPRING8 LosANGELYs 



” H O G A N  &  l -b l . fXXON L.L.I? 

Docke ts M a n a g e m e n t B ranch  
Apr i l  2 8 , 2 0 0 4  
P a g e  2  

Final ly,  o n  March  3 1 ,2 0 0 4 , Je rome  S tevens  P h a r m a c e u ticals 
submi tte d  a n  a m e n d e d  Cit izen P e titio n  th a t d iscusses the i r  e ffo r ts to  o b ta in  a n  
“A R ” the rapeu tic equ iva lence  ra tin g  to  A b b o tt’s S ynthro id . S e e  Docke t N o . 0 4 P -  
0 0 6 1 . This Ci t izen P e titio n  l ikewise requ i res  a  response . 

A s d iscussed in  F D A ’s M a y  1 5 , 2 0 0 3 , letter from  Jane  A xe l rad to  
Doug las  S p o r n , th e  agency  invi ted A b b o tt to  init iate th is  Ci t izen P e titio n  process  in  
o rder  to , a m o n g  o the r  th ings , “prov ide  A b b o tt th e  oppo r tun i ty to  c o m m e n t publ ic ly  
o n  th e  v iews a n d  op in ions  o f o thers  . . . .” W e  we l come  th is  oppo r tun i ty a n d , as  
n o te d  above , in tend to  submi t ou r  response  o n  or  b e fo re  June  4 ,2 0 0 4 . 

A s always,  w e  apprec ia te  your  tim e  a n d  cour tesy in  th is  m a tte r . 

S incerely,  

Dav id  M . Fox  
B r ian R . M cCormick  
H o g a n  &  Har tson L L P  

cc: John  M . Leona rd , M .D. 
Doug las  L . S p o r n  
Nea l  B . Parke r  
A b b o tt Labo ra tor ies 

Kev in  M . Fa in  
O ffice o f th e  Ch ie f Counse l , G C F - 1  

F D A  Docke t N o . 0 3 P - 0  1 2 6  

\ \ \DC .8301010995 .1922092  V I  


